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wtwt $rtr Tfnm ^twrrir rfpnrtr 

(arm fr^rnr) 

fewt, 21 faTTWTT, 1938 

m. iff. fa. 044 (®r) :■— tfafa tffa totstt titto) faro 

1945 «PT TOfa-7 Pp ’pfattr fippff 3?r Tp? 3’fT’T, 

totto wr*rtfh T srfafaTO, 1940 (1940 %r 23) Ot 
mtt 12 sffa trro :n w>nffTjtfrr pfti * ftoto 
tfrr qffarr: ww totto nfa^TOT ti, ttt. to. fa. 603 
(sr) mffar 3 8 m. 19,37 % «raV^r, nftT % rrm, *rniwm, 

WPT 2, «fa 3, (i) TOTHS’ 26 Wp, 1987 ^ TTTOfiTO fipJTT 

tot «n fa»Ttf to wrPprff Ir frot TOfa mnf’H tffa if) Tfwmr 
to Tartar if firart to ruro <#t afrot finrif a? 
wRi^tot sfafrw |, iffa fa’T vt vifa % wwft ?r wth't 
titr gnra atf n9 *ti 

*ffr TOTT rTTOTT 12 TOTO, 193 7 Ot 7TTOT Ot TOTPST TTTT 

Pott tot *tt ; 


tifa %»5fa TOTOT ; f TOT TT'PT fa rtf % 'Hi if TTTT if 

sttto nwff tfr TOrfl to fTTTT %r fair \ ; 

TO:. TO, Wfa TOTT, ft VI ftx TOTTOI ’TWif UfaCm, 
1940 (1940 W 23) TTTTT 13 tffa 31 ST7T TOTT TOTOTf 
to ziti srfa wVfa wvftOt owm rflf ft Ttnf i n't % 
9TOT2 , ifrlfa rffa TOTTO TTHTlfl faffl, 1 94 5 TO ifft TOfT7 TrTfa 
% ftftT faw.fafwTT faTO TO rat Spiff, :— 

]. (l) TO fa^tft ^T iffiiTO TTPT Tflfa <CTU: Tim TTHTTf 
fmsat w^irro) fa«r*r, 1999 ^1 

(?,) 5 TFT,TO if TO Ot TTOUqft 5TTOT rtf') I 

2' Tf r fa V 7 F 7 TTTO TOTtPr farfJT, 1945 (fair ^TTf 
8TOF2 TOTT faro m TOT |) if ft facpT 3 0% 69% tffa 75% 

ttt ?rn ttto 1 

3 . tvt fa 2 a ^ frnr X % 9 tot?, fairfafe tot tot X-f 

tpTTiTOTfasr f%Tt srrTTT, 3 T 7 ?T :-- 

“tot XTOiWfair TOVtsr % ft farorr % fa% nf ifrerfir 
tt ttftft m fafa^T 
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[Pavt II— Sec. 3(i)] 

1 ?,2V. *r *tt irf i) % vrEFl'qt Tprfftvr q>T vf 

ft ftrPt'rfwi ft tritItt ft fatr 57 ^ 77 : (i) - *t irVr 

v(l) ft flsfto spffTTT fttirf faftf v{ Tfarfa TT fafttfir W !Pf 
fftjrr «rnrTrr sff b»p ft s*rrr Triffttoi fainr 210 ft ufaT 
mfsTrA ffRi Tpr $T vwi tt fft 7 r omrr fr ; 


122*p, ^ rfrrFff tnqm ^7ft 7ft wtjtt ft farr wrfttir: 

(1) fanr 21 % m (t) ft 'rfftTrfftrr srstpr jrTftfTRft 

faft ^ % T*r>i tflT ft tptttr ft fftrnr fttf vi fttafft 

unn Tffi fti Trrfai ; 

f ->,) vi wftrfsr <frr wim-rf ^ fft w (1) ft ctetN wtjtt 

ft faP wm* ip 7 ft JT*W ttRffft'-Ir ft trfrftp^-! if (ftir "ipr 

ft^rr Tfar firaft vv V fftfaftR rnfawT ft 

£fA*nT ftr vi tvvrrv srr&rfft^ t^“vj ft 'rfftorniTwr nffafar 

Sffa ftl7 VV ft TfVfftR: TT ft fVrr Irrr ft i?rfl TTTSTf'n'^T 

Rwr ft) faff? JTTrpT ^rrql - 

TJP 1 Rmfar 'Trim ftlfTTm HTT^ TTft ftfTTTTOlTm 

~li frtftr vfc ftftfij ^ftr rrrfr ftr ft fftr TTRjrr'TR ^rfipEiftr w*i 
*r ‘Wsr wrsf ftwr-m fa ft f^r ftm ft *nwfa>r 

iAit ft fifty wrsrr far tt fftffatrir =r T htwt ft 1 

j (3 ftfa (ft ^ fiTTpT?Tr, spin inSWF, TrTWTTrrrTT WqrpT. 

tttttt'tr ftotto, ^ftfar^T «tV ftfT 77 !rAq-vrysr=rr ftt %pv ftftf 

ft pftr TTf ft fftrr nfrnftfftr Iff) r fafffapr rfrfffaftt ft) 7517 ft 
i t TT-fft T m fafifa fftirr jrr rrftTr, pis frt stnr ft 

ft fft farftf ft *T?ff 53ft=|?;ff ft TTsflRT Tgft prrr j w *V«tft T ftY FRWr 

ft ft^y ft 5r«Errfftr7F irr?,Tir ft i 

lJi 1 ®. TTAgTT.-ir Tfly ^(l) ft TJtfiTf ^rf^rrijf i^rft ftfnf 

ft^fuftr ft fv^ vi ftWfy ^i f^*rtar ft ^ft r? , 7 % 
mvw :- (1) FI rf)7 4 f( 1 ) ft qftiftr^r TTCftftTTT 

^ ^ 77r fftfftfiK vv w vfi fftjTt 

1 " r "i T ^ ^ ff' ^F>r *r^rn^ fff 4 <r 2 1 ft Tfft+rrfftT TTiTjrm 

FriftRiiftl' jfn ?r?fr f^q-j 3^77 |-1 

(2) jifwJT (1) ft «raftr -f 7 frTf=r =rr firfrrfn 

TTftr-w ft ^TFT WJTETft srrfff^rO- ft ft fftr 

TTft ^177 *rr^fy -it ft TfVfijr? I ft fftft vv q-R? n^irr 
fwr ft ft fftfftfaR H 7 irT 5 TFT ft ^*TTT ft fty ir-f 

irmfo™ <Tfr wr ft qfTornr HfTtrf?rT rfif ftfr Tf 7 ft ^ 

f^R-lt ft fftrr irrr ftftff ft ftftf Trr^rfftf: 'tActt fti Tftfi irejT 

=r^iTr ; 

(0 iif'i^q ( 1 ) ft wefa ftA ft fftr'T j rf il T srr ftf'T 
fftflftr ft TT^ftrair ft fRi q^7 qft t jrrr^ srifi^rry ft utr irr^r 
7 : 7 ft *TW7«ir TTrft ft ^uv n? wt ^7 7^77 % 

fftTT wkfff ft WnUfar ft fsrrr ^ 7 ^^ %ir r iftiT I, ^ fftTir 2 1 ft 
7fVr swjrm ’TTfWr7f trt rfftir- 7rAfttF ? 7 ft.- irr Trftr ^ . 

TuiftTir TTrwftw 'TTTsrrft qfritnT JJ747 ^rft ftr *r(^wT7rfri 
nfr ^'tA irlft fthfij frftr irgifft ft) # fn tr^Jrm wferrrA ti-t 
ft»fr ft r 7 I TH"ir TTRl^y ft WTWTT TT fttTrfftT ft fftTT ftw ft MTBTfTT 
TlftoTT ft ftftV TTTfflT ftT Til fftr-TTTT WVt ft I 

twj ts wit % ^ fTmwqrr, 'TTT TmniTcfr tsttt 

TTITTilft'ln ^E7WT, ^TTTiTr 7fi'7 ftr'WTT ftiTTf ftr T^T ftftf 

ft 'rftp ttT ft fair Twftrfirr tVt fftrlTT v£ ftyAftify ftr ttt 
ft ^rtrrfftT tt fvrfft'T fftnr ■srr Tftrr, ufir ww TTrarT ftr urrm 
ft fft ; ?(T ffiTfti ft TJTq ^rTJpsff ft Tfti'T Tgft pTJ^ tMIt ’ft 
q7srr ft ftftsr ft ttFt wrfft f <rr ir ft i 


( 2 ) i^rfftw ( 1 ) ft wnr Tft if.TfEr *pt firfftfrlTr grfftTtr 

( 1) ft tRt TfTjTTT'T JTlftJififfi ft WTlfto ft fqtT TTT^TT 77At 
TWT TTTVTi'-T ft TfiftrR --1 ft fitrr 171 ^77? TTji*f 77>Tr 

fftrrft TTTJfft (jt) ft TfrfTFi II ft fV^ TP ^TT ft TiT/flT ^ 

ft " ft vi rrrsrlftTi TAwr ft Tft»rnT Trf«TfiT-r FftT i 

(,i) aTfTAT ( 1 ) ft Tf wVrfft ft fftfrirfir srr ftlT 

fftrW ft ft fep 7I®T TTTjyrfTT TlfEtTirA ft TRT TTTTTT 

Tift 7pTT WTTTTi TTTft W^TV ft TTT SfiT TTttfT TT^T TitTr f-p 
(ftp T'.Trfft ft firfftuH ft fftp TrTTT fftr-rr rnir t? fvvv 2 1 
ft tVt tjthttt TifttrirA jnr ^ttt: ftt =rftr % ; 

v>v% nrrftl'T m^TpiFrr TTft.Tr ft TfftTTT tt^t 7 : 7 ft ftft urtTimTiTrT 
Fffir ?r>fl J f% rffTfri r^ftV Tpfft Tft i fft TTJITTT STfuTiRr TI?T 
im ft ^rw^tr Trrff ft ttistt tt ft fftTi ftr ft rrrBTfftTi' 

pTi-fTT ft ftftlr srTirr ftft tji fftfruTT ttt WTr fr 1 

77 ig Tg Tfa ft: 7^3 ftTrTTt, Tr^T WETTT, tm?TJ[TTr 
STSTTn. HTWFNfrT WSTW, ftftS'TTiTr «ff7 ftftTSRT sfwjr ftr 7T?T 
ftuff ft ttI ft ftr 11 WT.ftrftT ftr 7 ftnlirT nf ftTTftrftf ftr 
Tsrr ft ^Tnft’r tt fftm ti ^ftirr, Tftr T'm TTrTrr 
tft: \ fr fftwf ft vi% ^nrrftt ft waft-i T nft ftyqfy 
ft) rTTerr ft ftw ft T'TftT TTiifnr Tit-ft fr 1 

122 T. fttrfsr fftTT fhr fvm ft wuut tt MttW ftr 
Ttftjjrr ft fftp wfe: fow 21 ft Jffft? TfftffirTT srrfwiTi jri 
S jfKSTi TfcTfff ft I7T ft gftn: TT^ftfecT ^'Tfsrftr ft faTT ftm fftar«r 
ft Tfwnr m fAftTf^ ftr wTTrr ft fftr-T TtrftiT ft ttit t 
ft tItFst^-VI ft % vi etV *riftT ftf? i 

1 2 >U TTlft ftVrfV ft TfrffrTr : TT WfrT ft T^ftiTT ft fa ft 
vf ftr^fa ft fTHfafaT wfwTcr fr ftVr. Trrft faRfafarr TfarfaT 
sftft : 

It) vvjv tf tit ft ftrirrfTftf ft fftft(7«r, fftsR nr ttttt 

ft fan 'jTfttir ft TTP TCT !Tjar 7T fftfaiT ft 7T 

ft Tirrrqfrrp, tt ^Tftrftrfw ^ ft tt 
I> n fii Rrftl'T sntftfa+' T7fflT°r ft ft>7(T ft fftw ftw 
ft faftr TPTTft fTRlT TTT ' 3 T^t l t T|f far Tr W |; 

ftff faTPT TflRi'T WiSTfap tAot ft faiTT ft?T ft 
t^ttFt.t TrTT ft faft Twrftr ftTr rjrfaT *~i ft vpwi 
IT^TT tA -ff v i fr I 

1 17- j ftftf iff nftftq-q- sqftt ft faft fftTT 21 ft T 

TftsrrTT nffaiirA srtr ’TTftTfftr ftr vi |, fa.Tftr ut 

■jTfflfTT Ur Tft Tlfti ft TtTT TtTTJ 
ftWar TTTft ft (fwft ftlftT 7Fl fail g'l Afrrr TTT 
>Ti fr) ft)7 Jrftt'T ft Tift TT VZ Wf fr, fTTlfaj Ttft Tr 
T7T17 fr I 

(:r) ftr in wfar tfarfaftf tt fttf Ittt ftr it ftftTrpr, fftnftr 
TTf.RJ Trftf ft fap WT-T PTT TT ft V?* 7,' jrrrTfif 
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<9>17 3(i)] wh ft ■ wram 


fftt3 w ft, finm wr 'Tsrrr TrcfWr ft < c me. r it 
nOfe Fttt hO xt 3 ftw ft, nr ftf? fftft,' qfa >t 
fVrfftR tthThr *r wwf ft *rTmr ftr ftfftTT hitt hi 

STHlfa, RT 3 H, ftfifR ftpf (f ftTTT HT'TT Hfrft ft>T TT 
wr^< 5 T 'Rtf *ff ft) Tft'T 3 TTT if HTft % RT 31 ft, 
ifarfar F r ft ft! R^^r-T ft I [ftfdlRr II 3 HT'JHl If 
Rt 3$ (flr) tftF (it) fttj 

PRfrsrFft : R 3 few FHftfRH ft fair— 

(]■) wi fiqjj a^T OfaFflH) nf jiff ftft TTT fp f (, T 
2 i ft *ftPi ?*i TT’T.ftT tt Trf-TK.'R jrtf tripi mrfar 
3 3 !F fadT ft! ; 

(il) *r$ *rf ifafitr, i3ft s«r<T H3ffr?ft ft 3; Tift 3i». ft t 
'Tinrpf'fTf ft nil 33 f3!ft ft it fi tfmv ft rtf =rit ifi 
HRfft % fa" R3ft it RT 31 q far ftt, xi % *3 

ft miff hthi Fftifr i 

4. -^3 iKiftf fi H^ft 3ft mmi frr'r t>' r.f 

Hrj; FHTfftft ^ HT'f'ttf 

Tft fMM mm *ftF ftf 3 ftr»T ft ftHJ if Wtffjre TrlRiT, 
HWIft ftX 3TT H3 3 

i. wsifw ftFtsri 

1 , 1 . iftBTT ft STfffftr - ni ftlOft FT flRTT ft [ftlj triftlfll 
FFft ft <jft ftp ft ftf *1% HUfl !TUTf T PP 3 FWT H'l ftlt if ftOfft 
Ft 3F ftfa ^ ft i 3fft hitO grft.T; Hffttftp/ifTfpt 

| ftt hrt: nfftfiirc 1 ft 3* 7 % wto WftfftT srrrm III 

Ff TTTBT ft WPm^T ft 1 ftTh tftafj M'TTflfn/FTTfiTI 35? ft 

Ot HWFTcT: <*xm ^f!> idf if Tftfw STfR-Tr if trcp 
T^% STRTtt ! PTft <Fi ITRff! ft 1 ' ft I 

w Stuff ir mi Rf sffrRr 'ur’ft ftr ftnx vnrr fr 
qrfiTf m&’l TTlftf VI Tffif- W 5n> tf^ftTr =rftf ft 
Tirdf WT dF TIT 'TFtRfi^ 3 ft ^ 5 ft; ddlftfTTT 

1 tizt hr ft?ff fr mm nftf ftt 'ftTftr ft i ffn; »ff hr Stm 

if STf’T'TPTf I TfR *F HfK if »T> RftrWr HTJlTd "fft HT 
ftFdf ft 3 iWtf ftf ; K ft HTTFTTHf % f$Pt fw 

TFT t tJTT'Td ft I 

HfTT if HU faX ni affTftr Tuft % FdT T?RTi HTTR^t 

1 ft ^t ftfTT 'JR qfafm-z m m $ f Htfrtr HftFwd ft aTHprr 
III ^ett fo qfaftm ftft ttt 7 % wdfH nftfsRT ft, mm 
if tTOT HtFiTT ft I M TdWHf ft HT^VT VVt 3 ft Tf^Jlr, 

jftpff 'rrTTRHf ir HRct ftrft <rr^ mr tt Ptttt: 

srrsrrTTT: 'f! if ft Tfiftf ft i 

1 . 2 . TffWT % f?f!f H’JJTf : Tft sfrrfsr 3ft HfRfflW Ti'lRl 
WXTit vft f< fiwtff % Hlfta sfftrfH HTHf^ 3R?f qT 

fHffttriH Ttrd i|t f?rgr TftSRl (ft ^ ”?r) OT 12 ft 

H(';r ft ttt TTftftf i fttl Trrft mft r!rPrf qVrin 

3 .T H>F HTT^Rftf % HtrlftT *T?T *fT^ ^ ’ii* 5 ' 'TWftTTJ 

I (HT l- l) ft fftf RT *^T f'ToTf'T ftJHfTri: H'T! ^T 3 T RTf^T; i 


uTift Tif^iRa: smifad qfiRi ft fttftfftRr sftftr f«pr 
hi ft ftn Wfft ftR HTftrftf rpff ftTRiftf ft ft, 
ftm ft f^n; fft mrft Hifgft 1 nft rt Htftrftf ft hih 
H-lfftT H.tlTft ftftr OdT Hff^ ftR ^ft\ HRllfsR q^i'W! 

ftiTfftfd ft f-Hf ft! ^ftf RiftsfRTtRTH tjfftHlft ?ftft HlfHH I 

HT ftlTift 3T| TTrffFiRT Tif'ftTf ft fftrr HF5TT WT 1 1 ft 

HaalF HTO-ftl ft HrH HlO ftl TTfHf | I 

m_ Hiaftc'l Jj f=P '-li-sTfRF Hftwfti ft f!3t ftHlftrftf Tr 

T-rOnrFT hr HdftrJT -ttr ftt ftlfer fftHirp gfuN yrrr ftpin 
Hi-Tf HifiTT I ftlft HH'T Tlftf ftRfftf ft ifftl HfftfftHr dO 
? HI. 7F ftcsif q:| ft,fft fqqirr HfftFH Si vj fftftl ftfftwrd Pf 
Fhtt Hir ft;Tftfrr fF-ft ftHR mm ft fftrrftt htr ftifn t'3H T f3: 
nfftrft 0 qiThft.T ft HfttT ft hhr ft RrH, ftpii i 
ffii T-THr ftfsiRTTiftf ft ft fftftr ft ftr ftrfH fron HhrfH 
dO \ ftr hrtf jfv ftrrrftrH tr; ir^ fRrr htht ftft -ifrrrfj 

l TT*r (TT.Mj Hi-Fi Hf ft*TI TTFft ft fftft TRft 3fTt HlfalRT 

HfdFfftf JfR ndPT HdftfTd qO'tflT nfFTTr FTR ft ftdft HftftH Smi | 

Hfti di ‘dRrtfftr ft fjfj fsrdftf fftfrjfi SfTj jrftnr ft 
Rift FI ftdiHTT % HfR m Hi’ 5 Hi? ft RfSTriTF T^STf ft fa" 
HTffl HT-JiF'rd; FT* (ft ft( RrH^fr III FT HtHHd $FT 3Rft ft 
'RHTH %T am HfFfftTR ftr HH 7 ft HtffH HftffcTH ft if! TTlfti 
ft I ftF5 Hlft ftft'lfft fimaft 3ft sffHrfftftf ft iRHTd ft 

ftf Hf’T ftm HId HiB ft 'TftfOTr Hftft HdRld ft) RT fafaq I 

I,,I HiiflJTF/ftOnF FT HHFHTOr : RlftiRFl ft TfftTlj FT 
Rlftl | fft ft fdHH 21 ft HtftfT HFHcT ft HRTiF m-TRlTH 
HfdFrfr 3ft HfHF RIRfftF HTtRl Rft Rfi, ftf qft, iff f 
TTHfR 3RR| ft ftRtf ft ftffHF HfOHfH fT'frft RRH ft i fn 

ftl£ 'Tftm Ft ^ Rfftf ?1 fft Rdft fftrr ipf^j fan 

Rif^F, I Hft«; ft W.R f»FHf HHtHTR, HSTRlfe HT ftft;T vrf?r- 
tr aftHru srferfftdr (f it mx) ft 'Rr Hiift ft 5TrftwT jtft 

HHftf ftfJH'TT fftqd 21 ft HtfftT H'lSITftT WfHFrft HR 
Rfftjfti ftt ft Rlftr Rtf?T7 l 

Hftf dftdrftf if HRft *Hft ft ftp Flftl ft n,3T ftt 35 

fdr<TT HfRiftr fFi%3 ftftff ft (Tnclfte 5 tR^) ftr c F FF.FI 
H'fWTd ^ ftt Ff'fifTHft HHft ftlF HR HOqftf H\Ft HHR RJ^r- 
HfFH ?tfti Hiff! I 

2. FTHTHfftft ftlF‘ ftHfftft . WX ftffRr ('ftOft'-R l, 

HH 2 HFarq) ft Hftfil hFhfRF. TT;r OtHDR H-plT ft fft-IT HIFFR 
ft H1H HlftlH ^ I m HTFHd RrRfftF TflMT ft fRP[ i,t 
HI 313: ifafmz 1 ftf 3H 2, 1 ft 2.3 ft Hlft f/ftf 

iftdl Hftfft ?iWt I 

J RFj : 

11. 1 fttfl fHHFpr ftlH fHFTHclf HSftftT (iffttw 1 HH 
4.2 ftffti) W ft FF ftt FTftfsr 3T3; '*JFFf RTF RKt 'TF fftTnr 
Rift % I 1,33 -R»r FT RFFPT fftHT RTirr t ftl 3TRFI ft fa". 
HlFfiTR ^ 1 13ft Hfatfftl ftOfft F( HfftRR itftfilRH 

qr>f ft fa" W 3 W ^ fttF 3ff| FT 33fR fftdT RRf RtfRi; I 
m 3[fr ftwflr ftt Rifft hf f3HF F^rr i ftfrf-i ft hi^rf qiffir 
ft 3T3T3. 72 fti 3ft fttF HlfirF T?3T3 ft 3T3T3, 7 tH3 ftft 
3^31 ffttFlfftift) ft! HftRTftft fftftT RT31 HiOft l RRt 313733! 
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ftf , srijfiTT FjOifftf Ok ^WPffa OPff % OT7 >p5 v Oikl 

f-y^ Ok TPi* "Pi fCfk Of Offl TO% IfO * 50 TOT Of 
ftfti mfiff: 9 5 UfaJTcT fTOTOffa OtTO if WTHt TO% 7 fiT 

q;T if 5 o ,r miff r^r far or of.it Or to* totot firf 
ofa ty% i 

3.2 it r pitot firrrf;ir : OrOnOfa finTrpTT (iftflre 1 
itt 4.3 ifatr) tot ?t tot it Sriif^=PT kfmfkr 4 Of «nOr 
7T% fan 7 * qp rfrOrn srf hf ftrff or% i nsw Of hptt- 
nfa 33 tot to fink ftfii fa stittot firnn Or ergom % fa 1 * 
| m ormp 'rifJTi % f% Ok 57ft Tin 0 73 'rffwr Of 
iffTfTr to fink tjn'r (nkfass-III 4 f%) nfa Off Tfaffa 
71 tt trc? Or Okftr hi TOrnomr tofT ft? fan wtw ft fa < 3 % 
trfaorTOr: if Orff 7r% i 

if, 4 wnfa if-fi'j vi srewfa if OWfa TTTfa % OTsrfiiH 
tjTir-T i 1 fan srrvrfaa or 4 snr ofa ttott? om fin if httT 
t iHj'r i n nw-Fii %f% wWfra TTjOf Or owi sTTfiffiporo 
■t'^tt Oh to tott (nfa?T) ttoti ftkr ot%, iftftw-4 
0 nfafa n$ ft i 

ffa tot; or % ojo <fa firoft %toi srjour fernrar ftt, ffaurr 
orfafad fam toot nr% Ok fao too mj$t Of Okfa iff 
fan n't irrff nn%; famf TOoao OPr fatfan ffafigrr 

TOTH 9 ?On; OJTOf jfPT *Pt fafiffO fiTTriJTT tirfOl Tiff TOOT 

nrfftn fpjj o?r 'firO h Of Oifair ht uim wr go irm % 
fan mif« fafafan Opr tt otO smfa ^¥r 2. J % gw 
sjrrr »rr% 1 nsriraf Oh 37® wfn OOrr ftnj 4 k 
fw^if nr Jp^ ^rrfta n^f iknr sfPt Of ?Or #krf % 4 kr 
H'TTnOiT *7 4 tar '-Trtr.rr 1 

itififiiH fiiPffjTr iriTH'if 4 >rr4k<; »fh: trOrT^rftnr fOn 
Hri 7r?r nikrfkrf 0 wnmn On'O, ukk fw O^rmY, 
HHaTr-rpr^ sfk ijwiTrOr i=fm nOnOrn 1 

3.3 to wEiprn; h^pt treim (nfiftpi? 1 m 4,4) wn 

Oqr-i 'm wiW'P sr<rf «rn sfkFff ; pt trsuTn Ok jt#t 
urn vm n? fkr tt 7 ti ?> Of i-nn Of th 

if ni> 1 7 f 7 r 775 : if kfOrff at sOPr ftnrr Hrnr ■nrf^ fro 
?r ^ nfir w gf, kts^w ?f-ff nfF5n 1 

(Iff) 77 TT wFfJ 7 ST 7 -T : sffq-fJr tt Ok 7 TKT Off Of 
if irnff Hifjrr »ik ^ nnn 7 hi Or fkf % 7^7 Oht 
hi-ti nrfpi 1 Tkf 7 7*17 0 npfrq Owfn srnk «trd ikwt 
niFpi 7 Tr irkfr mirOf Or flrfrrar OjO mftrTtw wth ?n? 
H 77 I' HfOf I 757 S 7 On if iPjO % TTTTH PTTfSI 7 T ^ 
7 f amn njf 7 |ti “nif^ 1 vr nr 4 5 firr ^rflpi 

O nr-pr 77 Orikfn 7 h 7‘T 0 ftrj §ffr | i firnOn 773 .«ik 
siTifcf 7 fR HrHrf: % ffti nf%f Ok ? 7 tt «rfr ^fni 

fp H 7 if H 7 20 'iisrrfk f fOi 0 Wm 7^5 Of 
0 Y< *P 7 if H 7 8 7 iff Of nvg nffn ffnan rn$f Of firf 

I 777 0 SIH'tf if71 7<igf if HTH iffTH TPJgf Of ^ 

krwr in ft |, toO ptt: nkrn O, nf? Ofi |f, nkrOm | 1 

(rl) 7177777 WbqT7 : Oi7?f% Of OjO TWfnftfmi 
Oiffa in Of *77 in sriftf htt gn if nrO 1 inff 
0 4 Of ^777 (fipp Ofr^r orf«r “tkff ■sfif^xf Ok qv 
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VPr TkOf if fnstfinH «70in m <3*iO ipiOf 0 Oni mm fin 
On giir ■nr%n > wjtt 7 m nk nft ?>i 'nfpf Of TrnOt 
0 fik wr^TfORi TTiffn % ftrn ^kr $ 1 smfir fikf mr snkr 
Ofn 0 fOn finfim Ok yTTifn n *kf70f Of 757 4, 
wir w 2o=nf srifw nnu ffiff vt%; i Sth 0 nTikn *«rOf 
Of nw 37 vftm, nfn Off ^f, Ok nvfT Or fknr ttO fitn, fan trw 
Ok y*n7T<t nfn Of£ ^f, nfkrfan 11 

( 7 ) mPkrfafn vr^m '■ irOfnw 0 Offar nr? On nrn 0 
Okf7 Ok Tikf tpifTrTq; knr TOkf O witot mr Okfa if 
nfa nrf^ 1 fikniT Ok sr^p nPTrkrr mjg 0 77 & 
77 12 nfafft tttt (frOf nrf^f Ok rfcn Ofn Or hr tO^ht 
ipyf wwirw ^r 77*7*7 w Hifr f^Tf rnfet; 1 mgaff 
Or HiCT httt mf^i mrr fam 0 «win T'pnruffrr nf«rkkkr 
Ok nr[f nrawp iff, ®70 firafa faro nfa orfipfi 

3.4 mfior fioft^TT : 4 worn (nkfa^ 1 , 75 4.6 
ifatf) m nORkf ? mr ni Okfairr rntfir 7r7^i fr ntmffpp 
nn it fkf Ofif ht rorm ?i 1 77577 Ffiifro 0 Oif fipff fin 
ni ttjpf *f knffair unrn enrarfkr toO h fOcr kis t* 
OkfO if orfa nrfirti 1 Tfir Okfa nr Okfa if wn 0 
* 7 T 7 0 fimrr htti ){ m ^fiktTwra Ftti’^tt nwmr tkfwi 
?m 1 

3. $ 3«Tfwkr Tfkwf Ok O'frcnR-OiTwr: 7 ntw 

(Tftfik? i, 77 4.6 ifatf) ffatf 77 n^fOrrJ nnOkfa 

TT 5777 77T777 fa4f 7f7 «ftnH77 0 0nfitf7 | HI 77 OtTfir 

Of JTffft! Ok faor ^ff k TO7 7PifX7far -"J^kn/Ofk 
TOTOf'sr worn rjrf Of otttot gi i OmroTuffTOi uremf * 
fa<* w 0 to Or kf#n hi skfir km 7 inr i to 
Ffkfkr 0 fro irg;7 0 gfO Or toh tirnro nfi ?Wf 
m% nnr wfaniTn: ^ tot frfir & 00 wr otot ft Okfa 
Or, mriTTO utO 0 fan«T 7 ftfni mfipr i to 0 to OnOkr 

* 7 f HI wr fTOT 7171 71 %; fTOO HTOTO Opr 377 I 7 H 

ftfin firr^s OwOn finnjTi Hifro Hkn 15777 Opr muiffar 
7(77 fafarofn Opt m to% nmRi n»rfq- 2.3 0 §ro ikf 
m% fro% TOTTiff Opt Of nn ikf Opff % Or* kyprffn 

w ¥f vfr nr tOti 1 wt tfH kirki 75? nk nffafaT 

f?if nr% 1 Owfa nfa rmrg 7 fin tp Ofro wTflr % Ow 
w gr-ffa Oiro mrn P Ow 77 fro^ 3717 Okfa hi fafiROk 
to 0 totVi kki 7T7i ffarn ft, ir htOi ^1% 1 a<sm 0 
TOTfTsrr '0 OftfT Fjiciffn 7k7ck Ok *0T7 I*mj arroi firrorr 
firm frfkrfar ft 1 

4. 7^ 471757 firm : fi rfirfe n 47057 fionif fiwnj 
(ffirfirep 1 77 3.2 skk) ^ff firok ft fami omf 0 f% 
firfkffn nfirr ftr 1 toto tOo aOfir f% to ipg 717O1 Ok 
fafOPr < ngmr fttor nr% 1 77 m4f 777 ftr Opr 
TOTfiwi ws Ok no ft so fror ottt m% 1 nfafim ^ 
57 Or Wf toA % firq nwnrfi to fOirTO Or fim 
otto or% 1 

TO7F7 TOropi firotOr fnaiT (fftfim 1, 77 3, 5 ifiOnj 
STO ski Ok f^fdTO finik TO 0 rjTTTTfftTO, K7TO Ok TO 7|af 

mOr mi 1 Of to Rwn nwft ft 1 



bttob;i tw w : sfsw 


5 
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TOwnTO fat mr amror fain bb: flWtr fajttfrr BTBBt 
to# if toitot bt# % fair fa fat mr bbtob ft ftn TOt 
nfftm 

5. Biro/straffa TOappr ftm (im-t) 

fiffwr fat nrymr JrpTT*iT-l (Bftftrc l, to s&fanj.nrrof 

BT WffatTB faTBBT 3TB TOT fTOfat Bffa JRTTB ffffan Jlf?T- 

fipnn, nft fat? $f, nm $f nfat fafa far tfraro tot ar$t tr* 
fan $t sihftr bb TOarronfa fat btoot fasrftr br# % fiin | i 
if bt ebto TOrtfircr fatr fromm fatr af# trow [fa TOrnt bb 
anfir <rof g»3f totb nam bt argfaf bt #n aTO U 1 arfa 
fan BB bbt ?t to fat argfa/stftfaf % fan TO# ffant wt 
niftfH 1 

urn 1 'rftWR SR: TOTOTO 5TTT iff fat faff $ ^ 

graffa TOnyr firm if sftrfTO jf fatr fir# n# arfat/ 
mi faff bb n$n farcr ntr srPrrr biTO % fin? trpmBr gfttnn 
$ 1 $ n<p r fat %ftf BTfat an fafat | i 

a n#ft Bfftnn (srtotII) :BffitT srrawrllif (Bfifire 

1 jr efaftrn) - C t R pu t Bt rftfTO i« sbbwtto farfirtfirffam 
jr# tot snTfat fan if^r »prwwrt®r nfa % fan fat fatfiCBn 
fwr farTOn STOfofat bbisTO biTO % fan«intmfi^v 
ffanr arm $ 1 flmrmnr TO# faar m bt 10 +12 ftfinff bb 
hw<h fain arm TO^n 1 *t tossb sw: 3-4 farif bbt fatfTO 
tftit $ fat flit ftrftmfaf ffrrr if fan TOT f finf TOfTO 
fafadfn «fa if firflwT sra iff far fir# br JnrraTiffa 

fatr fwrr % fan Jiiwt 1 mTOw yrr sr# % fan 'r*»T'W 
tfTOrcftff 1 

7. TTjfiE Bffa# (SRWT III) VT Bfwnff TI JPTfiPT (Bft. 

firs 1 , w 7 *fan) TYfWf Bit sr#t rfwr if iftw Bff jwr- 
vtffar «fh: ^«r < ^ ^ marwf: bu# »ffafa ^ <I»far ^ 
«rcfar tnw tffr/Bt ^farr to tot 5» t t ft«# 

wffirr fiffawfar dfaf if n^ fafawBff jrj tff 3rni*it fir# 
<nw sfl'iW'RT iff frrfirff 'jfianf ^f, b# ?fWtnTMT^»ifiR/fiwT 
?FB tail if fW'JIT'yfT |nt BR^rt III^THTBnBKTO: 3-4 %Rt 

bt ts jn ^ iffR 100 ■fifirfi irr^ fan ^ ^n^n^t 

Broffa Ttfirnf if jmfw w ir wWfa sft wot wtr f «sn % 
^fff 'OT OTT^ faBflf# fan J# A'i*^'l- 

OTS % JT^Tn: faBT OTT I 

Ufa *farfa BTOT ^ <3tT nit »fa ni wfafa RTtf | jffafiRft 
wr %Rr if firm ftnr bbt | nt snwr-III mi 

10—is ftfaf BT gn BUT if BR 600 ttfifaf ^ffBtrif HTBT 

fan at# OTrffeif i p# irfafaw Bfaftr % OTwfiw inffir ^ nfarr 
^faw nftrvfT *(Hfa nfipmff tftfrft TRT iooo —2000 
it fan ar# BTTfan 1 ffaT ®TET tfa fafawfjf % BT5BB it 
wr^fa fantT art t#nr T^f fa Biificv r Bftnf ot it tfatfa Bit &# 
■tft wfa ftrfimttt srrtr #firff if *ffafa ifa ayrntfattr *ftr stfa^w 

stfafiwref %wtffif ftBtJ stjtt B?# ir fan firfaErtnptfa 5-i 

^ttt JtrffafaB Bfrt BWtr Bft bt# % fan farfawBit iptwt 
v#fcfan firm 21 * ifafa «n* rm ^t 

B tR vnBR i rjrft 1 

a fitBfa wsbot ; (bt) n 1 # afirfa 5fa tpffa tft^ar nsfa 
bx trsrrpt, cftr $w *ftrffOT wswr jft? 1 ^ *f 


fafaf-rr 5 ^.^ bt BJ^tt fW arm tfafwir | (Bfifars 1 , »tn 

8.1 wfa 8.2 ^ftrn) 

(» pfif fiir TO^BB BffafiTB £ aft Sffafa* BfirfaBTt, 
B^BBt f afa ^rfiifBT Bin B# xtfirff BT ^#fir B# Ttfirff BT, 
srfur otbb fstffw bt TTrmfitT rmrr, tmfW faring *nfa bb 
TT#TT TO ^ (fafifte 1, m 8. 1 *ffa 8, 2 ^fan) 

0. ftBtf iron fTOT arm (BftfaPE-II) 

jt fan Bn awfarBr Bfastaff ^t irtw irt fr 

?RW;faT fait? BTBB’P ffTO firor tTOTTBfa % »fatT bt^jt Bt 
ann# I Bt QlTT To tfr BTOTT VTf^n 'tit T? ^Bf if Bffafa 

^ firm % firn Brftrr pfir b wrnt, TO tot fa (fat n 

BTTO fan B*# BTtT BBfir? "* (v 11 ! B ^f I 

10 TOT 'fat if firfiTOrtBfat H.-fanfa: Bifit BTOT TT^W^ 

t fa BBT ftfat TOT fa it % sfafT BT Btf firfriT TOTn 

tin $ sfa tffain, tz TOjirjjf bb writ, tfrafa fat afirro 
stfaffamft % «fa if fanfrot Wn (BfafaTO 1 to 0 .2*fan) t 

5 # totc Bft fart fa if farrfa'm ffan to irfi ifimBTO T # 
firfa 3 to bito it fTOt aimr | tt stfat gro wfaf tob 
TOB it »mfit, Bfir Biff iff, OTfa in WTO Btft arrft Hl%r I 
(qftfw 1, to 9.1 (>t) nftrn) 1 

11. faBT'IB : MtTO-r BtBTB BMtBTBT if TO BIB TT ^ 

wwptbt finror ijfar fain fa Bfaifa b*t bbib fatr stok ffaT 
arrnBT tnfa btob f‘ T 1 tob «rfa, Pm, toot, 

sfa infawfar, cfarfa TO: affairt ^tmrft TOt srfirfw afaPu m n 
afirm ftnt ■Bifan 1 

tarcr *ffa Bre % fro 3 to fimt %fim 90 «ffa 97 

#T 3Bfat BB B1TO BTTOT TOffe I 

BftfilTO | 

3$ TOrfa firm fat w^nr % firn wfarr % tmr itt^t 

fBn btb bb TOfiro TTTT 1 

1. Bfaro TOrfa far at# fafTOffir TO bb nfaro far 1 

2 . TRTTBffa fat TOfirv fTOr 1 

2. 1 CIO BtfBBT BIB, Bfc BIB BT tfSBT, Bft Btlf gt, B ORMfi rS 
Bt arrtffir btb aft falf nt; h^tot, »ftfipp nBiBffa .tt 
TO; 

2.2 TOb bTO fat 3 fat tfmr 1 

2. 3 trffa affa ffam 5 rto TOt TOb bTO «t ftffaur 1 

2. 4 fafa TOTO fat B|BfB % fitn B^TB TOt TO%BHTIBBBft 

Blfal 

2.5 Bffa TOTO %firffafaBft B3fa Bft OTfar I 

2 . 6 TOlfBTO tBI I 

3 , ajrj TOpjar fifflrn 
3. 1 BTTfa 

j . 2 faKfv-E TOarfB firirnt far ftmn 1 

3.3 BTHTOT TOPiB farfirBT ffarn 1 

3/4 TOn ntt nffat; TOfaftB, ffam, torto, ^HtTO 1 
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4. fax ta (qfrTw^ 4 wti 5 

4 . 1 TOro 

4; 2 tvtTT VrfWjfTT 

4 . j sfNnNTPnnjar 
4 . 4 sro wm 
4. 5 FnPnr famgaT 

4. e TOtorcra, 3 #twtt tfh: ttttot sftro 1 

5, TOq/fafTOfttr 'faxT'T fror (sppt-i) i 
b. 1 urtftrr 

5.2 fafafacj 4«TfaT jnrrq 1 

6.3 TOTOT ijIllTO JTTOI 

6 .4 tfqaiwifW, TOilw, fsrerJt wm 

e. TOrfl'rqr T&efm( (srmT H) i 

6 .1 RTTrtr 

e. 2 w»5w qx ft frft* 

7 . Tfgfaqrft mtffte <rfani( (towt III) 1 

7.1 tfrcfar 

7.2 w^q'Ti to& fixiti 
e. PrTOTOrexi 

8. 1 TITTO 

8.2 TOWJT !ftr fwt WW( 

8 .3 toIto m % Mt£ 

9. to <refi tOrftwPErfr TrrfWtt 1 
e.i 3m xft— 

• ~ («p) f«(WT foUT tot 11 

(w) % 1 

(it) Tftwrfta-$, tow \ 

(«r) mw ?r fw, irftvtf ft, tiw 9 % i 

9„2 x$r «fwf *r 3T?t faarfwq/RTptftra ft, Tram tt, qfr xtf ft, 
f»r4^6r»r i 

®.3 sjet ftijift faro Jrrom 1 


10. ftw 

10.x srenihfl toft Tt'tmm 1 

10.2 irrot ntr spr^ff 4 ; ^rar 1 

10.3 afj rftqfij SET TOTT--TOtTW >s{fq I 

Iefto— 1 w*ft wHftpff x ftrrr ?r 4 t nq tot «x(r #'; EtrrfrT^r 
q fro "T^^V 'V ^tt arnVrsW to iWi 

2. TOrfiPE 'TOiTT % ftr^ TOSH <F TO 9*^<T f=?rrr 
TO % ST^fsKT TOT % f*JTT ETTfg-fft "jt” TO I • 
•RT TOTTO TO fftnr TO TfTfa t a : II Eftr m 

T <~*I 11 1 

HftfaFT-II 

xrcrfw qfntiT fxftt tot «trr to fq>ror 
— Tftw TT aWar I 
—TTX^W TO WIT XT TO I 
— Tftsn % TfW; 

—trewr <£t Efa m Otout wi, tottto 

ax ttoito xnjf xt tfro fafrox t 

—Ttfror etwit, tot uftt tot#t xt ifqr fxrf^ 

TIT $fq?T TTifTffT wftwrtq ^irt 1 

—fw >pn 'xtxtt ; s'tqfu «fiT 4rxr qxnl, {for fsttro, wnx q,- 
fjpT -xrfw % qjTO a 5 t <rtt%, tt^titt-t % »i>xm «fr, qfq Ttf 
ft, 'Txrftr 1 

—ETTOPETftxTT WlT TJWT % f?TTr V-HK ^ XTTqiT: % 8|Tpf 

*xt^ eto JtfqTP- *nr ijisra, 5 R>r qft q# T^fir i 

~-'rfwxt, ttw+t Eftr to, aft q?rt ft, ^TT'f; ttot Trfijxr, 
xrtPnff vr n*$ aft ETRfw % to, 

XPjfqff ft, BWTXxfiJIT fftT *JT«XT V TOT F XTrxrf¥T 7 EtYxSTO- 
tot Sw^r; pfqq'T Efhrftr nfqfqro 1 

— r -rfr<jrmt ax fqqrx fTO^; xt irTfinw, to f^rti, urn 1 

qfc TO Tjr, % TO <TTTO Ttf ST, EXIF ETWTO % f?TCr IXPT4TO. 
zrf4 TOTTO ft I 

—TnxtTTT tfk PlE'E't 


qPcfitEJ III 

nf sfaftr ^ Enwfatr <rttwr sftrfqTJrq is Pn* to fTOqqr 

TTiWFT 


Emxf»r <ft xrnt 

to ETOiq^ qt Erqftx 

srmqT 

trJ 

I'TO^r 

1 

2 

3 

4 



fcr ^ 

I—III 

2 HTT Tt : 

2 TOTf 


ijrqr 8t5T >xr ETTW 4 Vst 

I^T'ft 



*W%TK ITT 

EfftWT ITT 

TO: 

qt TOtf qn 

I: II 

2 fit n t ■ 

4 XT'fTTf **' 



III to m 

? xltuftr- 

3'TO XT 






[wrl!— *®j 5 3(0 J 


■*trer fr Tj9r?3 rsmram 

,7 



n w to 

T II 

III 

?. Tfiifm 

2 tIMtt: 

4 tRTTf TO 

3 HT 3 TO 



tpr<fV 

2*St»faf : 

6 tw to 


j ttth fr ^fro 

I: II 

2 Wfafrir; 

3 *ro 



VI 

to St 

2 rftnfnr; 

6 tot 

«rf*tTOR- 

(^rwm' liSTOftfi) 


I: III 

tpT'fV 

4 TMm: 

, sPrf to (3 ^/ilro) 

mftifftT 

?TTTT 7 rr *ror 

mfftrorfr 

jpt>t 

I: III 

1-2 pftjfdr : 

3 



III 

]- 2 Fft#*: 

6TOfTf TO 
( 2 TOBW Jiftm) 



TO Sr 


24 TOTJf ( 2 <3TOW 

ter) 

Trm 

^ wrfa ?ri 

*TTO.TT 

III 

i Ffi'jfnr 

StTOTif 

Sum 

TOW TOBW 24 

rrt m 

^rtfafro swlf 

III 

TO St 

l rStftm. 

S>t HTOT vitt TO fa, uft 5T*rt«r 
St wfsr St jprpyruft ft i 

TOTOW 



I : II 

fltn Tfyum, 
tn 


w*t *rr 

tot nr tjf firfa totito 

III 

i Fftnfftr: 

tPnr 'In fSTrafro jjtfts ft?> 

1 



TO St 

l TttStJf : TOHmSf 

Tt faro 3 flr wrfa linin' St *nrftr vrTOKHTOftsjt i 

ftfft qr wm 

mf,^r HI T<J fftfa SfTOlTO 

1:11 

II TO St 

i fWSr ipmrmf StTOrr aftr TOfa ^ftsnflT St trafr 
St TOmnft ft i 

JTfS-TtWT 

to <fr—wfWnr swj % —tfr-- 

■TOW, fTO to, 



tm 3TI—HPT, *flr—flWT W.TT, I ww 

I, II. Ill—ffTSTf^w 'rfftnaff # iriwiu (Tfcftre-in m s —k Sfanjr) 

foro i. *t*t ^jft *r vm ^ Ptoftm $ sto 't\rra % frrjw ^ tf/sTjifo inm 

't i 


2. fazra *>r tfrtorff % tftmt 'rftflro II ft <ft »rf f i 













* THE GAZETTE OF INDIA : EXTRAORDINARY [Pakt H—Sec. 3 (i)] 


IV 


ftftfftftr; Ttoi"!^ wctto % M i^ijaff ft ftpr 



2 —6 fpro? 




IT? 


TOW Jrrft (t^) 

TTTOTP !ITft(fFf) 



5R 

nprr 

to: 

nrir 

fftfror 


e —10 

6™" 10 

2—3 

2—3 

PT^ftar 


6—10 

6—10 

2—3 

2—3 

ttrt nft wW 


6—10 

6-"—10 

2—3 

2—3 



6 1 " 10 

6—10 

2—3 

2—3 



7—26 TTTOfl 






TOctT snft (^) 

wtotot jnft ( 5 ^) 



to: 

ftTT 

TO 

nnr 



15—30 

1 5—30 

4—0 

4—0 



15--30 

15—30 

4—6 

4—6 



IS—30 

16—30 

4—6 

4—0 



15 — 30 

I 5—30 

4—6 

4—0 



'Tfdft-I v 






stimt I srwPro; Tffnr if vrrn 

% M M TO 




TTftTfa TTTOT 

rnwPw nrrsrr if-—-¥r tot ot ftift/ftflrft if nf:-■u^nr nrnror uroftn ft 

^ Efttjftj f«pt ftrft ft? frf.fflt ft ft ntftft w far -jrr Tfrwft ftr tot jfftoTfnw tot if y.ftfrr ntf n# $ i M ftrft/T'rfrft it 
sr^STf ■ft wrft ft? *rft nfrow tjm fa eft *ftn TOfsnTf q^rM. ft. ft., *nfr«Rre*r if ^tnt i wf itaft/ftfftff ?r*rw 
tt#«t ir* ft «r$r 'srr'^rr fts wft; nTOrtf to ftftlr ninfr arc Tfftjfft TOefttror M ^ ^ MfnftmfrM in '% 

^ wxunron fttwft ft i Mftrw/ftft Mr htot to rcftw frfwi <Jift % fan «ft* ftw i 

rcrfftfrc >mr 

nn^RT 'TfttfMT rcnfar ft tft to Mr ft/ ijft ftfa ft im fftrc ft^®r & tPotMt ft ftrc ftf ft nftnrr 51 

$ otw«t $ fa w wftto ft wr ftft ft h# <Errcrc ft ft wit ft ftc ft 1 iron worn nftsm, mftw TOft, ftnfftr ftftm ft* 
jtgfnwr{ ipn iTTOTtnnTO ¥rc %ttos nRftg ft ft iw emr? fft ft efftf ftrcftr &n $ 1 
mftrw/ftft to nrn 


TO 5 T 1 TTO UT ftpr m T w TOftT * 

rcrffar 

nrftftp Tfrwr rcriwr IIft< ttitott IIIR/o ft tipi ftft ^Pft ftft to n^ftfrTOn 

if._.—-- toMY y^vr ft rcfft to srftn TOft fJ, wrft ftrcfft fcrr$fa ft--—--% 

gron^: % ftft *rf ftfttr, wftg-—-ft nrwM 'rftft if to rcfarftm fftn TOgro 1 if totoi 5 fa m tffaftr 

ft ift ftir TO 3TOTH ft nftTT fa-ft ft ftPpT ^ I TO TOTraTRTfl TO ft TOTORP fftftTO ffRT Wftftp TOW % ftfaftf ftr afrrftf 
, ^jy nftYr sjfa wroftsiTJT TO^ft{ % 'ift if frfft> nrronT?T ^ TOTftfftrr *^1 ft mfroi; TOft ftr trto rtstPit *t> ft % Jiftrormr 
wftr-T ft nfftfftr ft, ftTOtrft Yft ft fti 

if *rft fRf nrTOTfft i* nyf if t -ft'STr ftn-r fftn ■fif to tot TfttTr ?r fftpn nron 5 1 


ottop fftVw-fr % $Rtmr 
mtrat 


trft ^ 5?mffR 
oiftw 
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'rfi-ftp-l VI 

ffafafa m ttpr ("fa far faT) farr Tpriff fa writ Sr afar jttft Tjfar fafafar fafasnfa fa^fafarfa ffarr-ffaw £ i 

(fa) trtp far far % q^sr fafaq fa fifa ftW S ffafafa fa faffaq wwrf fa "fa tt faftrfa "fa fa# faWsr Si fafa ttt far *fr fatiTTWf’>Tfa 

qfrwfaT ufa fiwf wfTflr fatfaT % f^fa fafar fafarT faTfar farqr ft ftfa Wf fa# nVtftT >far W ft i 

[fWT 1 2211, ITT ffa) itf«"] 

(«r) qqr far *fr t 1 ^qfa ?nj? fa fa frir 3 ffatfa a'llsm *fa fa <ffafa: fafafarffafa/ffaqlm fafrfa iqfafafa qtpfar nrr ffafar qrfa % 

fa" fafatffafa ffa" fa" £ faTr unfa WfaTfaf fat fa^TT) 1 # fafalfafa faffafa 3Tfa!tffafaifa ft TIT ’ fafafafaijfafa fafaffa *#T fa I [ffaiPT 12 2fa, ITT (fa) 

ftfar"] 

"fa "qi ft far fat qraffar qn<fn" fat# fat w^rm far fa" sfafaqr , smfar % fairfar fa ‘jq'w farwr fairrftfa, far farrrffafa 
fatr iTRTffar ttht, wi farr smrq fafafaTfafr fa 7 fa fa faffamfa wttr fa *r»f q*=p- ffan ttttt Ttfj" i tfafa wffafm fai* 
ffarrqpT ttzt ("it ft 50 ) fah; faqnripfa ffarnfaf tttt nfafc Tfafafar fal".mffqq vfnn tt qqfa mmf faqqjrrffafar'JrrfaT'nfk" 

fafe rrqr far far fat snaffafa qfawrfa w^r farfr fa ffi fa fat fair Tfasrrfaf fa)' Mr? nm far qiTfar qrffa" i fafa "fa fa' far fat ffafafa fa 

ffam fatrr mr ft fat^Ffa fafar fa qqfat ffaffafanfafarfar qrMfq farqfaf ffanr "mr Trffa" i |qft%r? I I *tt o fafa") 
ffam wsrr fa ffa" ttm fa farm fafsr fafam ("T far far) qfaqrsrffaT qfamafr far Mr? far nrfai ’"nfrrr TT*ff q^mnM 
far t# qfawfaf far qfafar afar trfqTfa qifa fa-rrirw ^ i 

(*r) "q; fa far fa fam" qJT? fa "fa ("q; fai' fair) wrfa P, fat fqqfin fr«j # Tf*nfar fan-TTrir fa qffanfaq qrfar qr w 

ffaffa^TTfa Tm TT SFTrsr f, I 

fafa far fat fa ffa" Trsfafaw TfaiiTTfat fa far" wqjrr qn.fa fa ffaii jth^ft qf^rfairq Trrtm in^r fcw ^rrin ^rfefa faT 1 

farm «rrjjrT qr'fa m % ffarr TfasTTfaf far frq'r 1 - sr^pr fat -jrrfar ^rff!" i far" m qnafaf far 5rrpfar TTfar qq unffrftn 
fatfat faTr wfapfa q^fa fa qw«r Sr i 

(q) "qrfarfar faq^fa rr^r fa fa (irqsTrfat) | ffarfa ®rtefaTrfafafa wqqfaf far fqfar^ TTfa»iq fa qfaf ^farw i^r fa fafafar fapn ^rqr 
T^rr jfar; tw »rprfaf fafarq ^faifafaT *rrfamr fawr & fafa- gffa«ri fa»Tr «m qfalfaTfa fanr qqfa faffas ffafat ^nrfar far fa^.fa 
faffaffarr qrrrrr Kiifaiin icrarfafat far faqfw irfqqr qr fafaffafaimqfrfar fai apr ffafarfa fa-faf^ fafaf ft i 

Ufa "tn fat far fa ffa" frr*n"m- fat# srffaftrq ipfa far mq ?ttt wfaTwir nrfr rrrqr ^ afar qffa ffarnr fanr fafam far Alfalfa 
5trfarr ilfar ffam wim fat xr fafafat ^ i 


[q TTiFq l 11) 1 l/l/S 7 /#t "fa rrer "IT far "far faj 
fa, qqijfafaT, fafafar nKq 

i- 5 -i 9 7tt rifa qqr fafatftrr srfarffa fah- wrffr qrqfar ffaqq, ums iqiwq sfrr qr-nnw qfarriT ffavmr) fa 

qfam fa fairifair jr fam fatqffa qV srom mfar wffaffaqq, fatr fam (fat#rfat"’q T " r r o i) mfaT"T ft i fpq^i'T wr»q fa tr^t 
2 , far 3(1) fa qfarffaq ffaRffaffarq wffa^Rrfaf titt tpt ffaqfat farfafam ffari irar ft, tmfar .-- 

1 . TT, fat. ffa. 1241 ffffaW 6-10-79 

2 . *rr. far. ffa. 1242 , qrfaur 0 - 10-70 
;r. qr. far ffa. 1244 , TrTTtqr 0 - 111-70 

4 . nr. far, ffa. 1281 , qvfaiq 12 - 10-70 

5. ITT. TT. ffa. 430 , *Tf*PT 1(1-4-81) 

0 qT faT fq, 774, nrfair 20-7-8" 

7 . qr. far. ffa. 54offa) qr^tur 22 - 9-80 
s. far, far. ffa. pm. 1 (fa) faffaqr 5-12-80 
0. far. far ffa 68 1 (fa) qrfaij 5-12-Mo 

111 . faT. far. ffa. 082 (W) faTTlfaf 5-12-80 
ri far. far ffa. 27 (w) faifaiq 17 - 1-81 

12 - faT. faT ffa 4 78 (fa) faffafaT 6 - 3-81 

13. far. far. ffa. 02(fa) fapw 1.4-2-82 

14. fal. TT. ffa 6 2 (fa) faRW 22-0-82 


2385 01/88—2 



10 the GAZETTE OF INDIA : EXTRAORDINARY [Part II- Six. 3(i)] 


is. ht.itt. (V, sio(h) ?rrfr«r 20 - 7-62 

16, HT.m.fa. 1 4 (H) HlfW 7-1-83 

17- HT. TO. fa. 313(H) HTAi 1-5-.34 

18 - HT. TO, fa. 331(h) 0T%r 8 - 5-34 
19. HT.TO.fa. 460(H) ffrffar 20-6-84 
20- HT.TO.fa. 487 (h) HlfraT 2-7-84 

21. HT. TO. fa. 89(H) HTffij 16-2-85 

22. HT, TO. fa. 7 88'TTflH' 10-10-85 
23- HT. TO. fa. 17(H) HTffar 7-1-86 

24. HT.TO.fa. 1049(H) cTrffij 29-8-86 

25. HT.1fr.fa. 1960(H) ttrffar 30-9-86 

26. HT.TO.fa. 1113 (h) HTtfaT 30-9-95 

27 . ht. ifr. fa, 7 1 (n) rrrfaj 30 - 1-87 
28- HT.TO.fa. 570 (h) irrfhaT 12-6-87 

29. Hr. Hr. fa. 026(H) frrfal 2-7-87 

30. HT.TO.fa. 792(H) HTffaT 17-9-87 

31. HT.TO.fa. 371 (h) rrrfw 24-3-88 

32. HT« TOo fao 876(H) CllO'l 2-6-88 

33. HTo TOo fao 677(H) Hlftar 2-6-88 

34. HTo TO* fao 676(H) Hrffar 2-6-88 

3 5. HTo TOo fao 681 (h) Hnfatr 6-0-88 
36. HTo HTo fao 73 5(H) itrffa 24-6-88 

37 HTo HTo fao 813 (h) <TTfa» 27-7-88 

38. HTo Iffo fao 854(H) H(Aw 12-8-88 

(nftw) 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

New Delhi, the 21st September, 1988 

NOTIFICATION 

G.S.R. 944 (E) .—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945, was published, as required by sections 12 
and S3 of the Drugs and Cosmetics Act. 1940 
(23 of 1940), under the notification of the Gov¬ 
ernment of India in the Ministry ol Health and 
Family Welfare, No. GSR 602 (E), dated the 26th 
Tune, 1987, in the Gazette of India, Extraordinary, 
Part II, Section 3, Sub-section (i), dated the 26th 
June, 1987, inviting objections and suggestions from 
all persons likely to be effected thereby before 
the expiry of a period of thirty days from the 
date on which the copies of the Official Gazette 
containing the said notification were made avail¬ 
able to the public ; 


And whereas the said Gazette was made available 
to the public on the 12th August, 1987 ; 

And whereas the objections and suggestions re¬ 
ceived from the public on the said draft rules 
have been considered by the Central Government ; 

Now, therefore, in exercise of the powers con¬ 
ferred by stetions 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), the Central Gov¬ 
ernment, after consultation with the Drugs Tech¬ 
nical Advisory Board, hereby makes the following 
rules further to amend the Drugc and Cosmetics 
Rules, 1945, namely : — 

1. (1) These rules may be called the Drugs 
and Cosmetics (Eight Amendment) Rules, 1988. 

(2) They shall come into force on the date of 
their publication in the Official Gazette, 

2, In the Drugs and Cosmetics Rules, 1915 
(hereinafter referred to as the said rules), rules 30 V, 
69B and 75B shall be omitted, 




3. After Part X of the said rules, the following 
new Part XA shall be inserted, namely 


ed by the licensing authority mentioned in 

rule 21 : 


"P.irt-XA-lmport or manufacture oi new drug 
tor clinical trials or marketing, 

122A. Application for permission to Import New 
Drug, 

(1) No new drug shall be impoiled except 
under and in accordance with the permis¬ 
sion in writing of the licensing authority 
defined in clause (b) of rule 21, 

(2) The importer ot a new cliug when applying 
for permission under sub-rule (1), shall 
submit data as given in Appendix 1 to 
Schedule Y including the results ol local 
clinical trials carried out in accordance with 
the guidelines specified in that Schedule 
and submit the report of such clinical 
trials in the format given in Appendix 
II to the said Schedule. 


Provided that the requirement of submitting 
the result of local clinical trials may not 
be necessary if the drug is of such a 
nature that the licensing authority may, 
in public interest decided to grant such 
permission on the basis of data available 
from other countries : 

Provided further that the submission of re¬ 
quirements relating to Animal Toxicolo¬ 
gy, Reproduction studies, Teratogenic 
studies. Perinatal studies. Mutagenicity 
arfd Carcinogenicity may be modified or 
relaxed in case of new drugs approved 
and marketed for several years in other 
countries if he is satisfied that there is 
adequate published evidence regarding 
the safety of the drug, subject to the other 
provisions of these rules. 


Provided that the requirement of submitting the 
results of local clinical trials may not be necessary 
if the drug is of such a nature that the licensing 
authority may, in public interest decide to grant 
such permission on the basis of data available 
from other countries. 

Provided further that the submission of require¬ 
ments relating to Animal Toxicology, Reproduc¬ 
tion studies, Teratogenic studies, perinatal studies, 
Mutagencity and Carcinogenicity may be modified 
or relaxed in case of new drugs approved and mar¬ 
keted for several years in other countries if he is 
satisfied that there is adequate published evidence 
regarding the safety of the drug, subject to the 
other provisions of these rules. 

122B Application for approval to manufacture 
New Drug other than the Drugs classifiable under 
Schedules C and C (1) : 

(1) No never drug other than the drug classifi¬ 
able under Schedules C and C(l) shall be 
manufactured unless it is approved by the 
licensing authority defined in rule 21 ; 

(2) The manufacturer of a new drug under 
sub-rule (1) when applying tor approval to 
the licensing authority mentioned in the 
said sub-ride, shall submit data as given 
in Appendix I to ScheduleY including the 
results of clinical trials carried out in the 
country in accordance with the guidelines 
specified in Schedule Y and submit the 
report of such clinical trials in the format 
given in Appendix II to the said Schedule; 

(3) When applying for approval to manufac¬ 
ture of n new drug under sub-rule (1) or 
its preparations, to the State Licensing 
Authority, an applicant shall pro dm j 

along with his application, evidence that 
ihe drug for the manufacture of which ap¬ 
plication is made has already been approv- 


122C. Application for approval to manufacture 
,iew drug clasifiablc under Schedules C and C (1) 

(1) No new drug classifiable under Schedule 
C and C (L) shall be manufactured unlesi 
it is previously approved by the licensing 
authority mentioned in rule 21 : 

(2) A manufacturer of a new drug under sub- 
rule (1) when applying for approved ta 
the licensing authority mentioned in sub. 
rule (1) shall submit data as given in 
Appendix I to Schedule Y including tht 
results of clinical trials carried out in 
country as per format given in Appendix II 
to Schedule Y : 

(3) While applying for approval to manu¬ 
facture a new drug under sub-rule (1) or 
its prep,atalions to the State Licensing 
Authority an applicant shall produce along- 
with his application evidence that the 
drug for the manufacture of wihch appli¬ 
cation is made, has already been approved 
by the licensing authority mentioned in 
rule 21 : 

Provided that the requirement of submitting 
the results of local clinical trials may not 
be necessary if the drug is of such a 
nature that the licensing authority may, 
in public interest decide to grant such 
permission on the basis of data avail¬ 
able from other countries : 

Provided further that the submission of re¬ 
quirements relating to Animal Toxico¬ 
logy, Reproduction studies. Teratogenic 
studies, Perinatal studies. Mutagenicity 
and Carcinogenicity may be modified n i 
relaxed in case of new drug approved 
and marketed for several years in othei 
countries if he is satisfied that there u 
adequate published evidence regarding 
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the safely oi tlie drug, subject to the ohc i 
provisions of these rules : 

I22D, Application lor permission to import u< 
1 'ianufaciure fixed dose combination ol drug ■ 

Application lor permission to import or mauui.ic 
.me fixed dose combinations oJ drugs already ap 
proved as individual drugs, by the licensing audio 
rity mentioned in rule 21, shall accompany inlorm- 
ition and data as given in Appendix VI ot Siiie- 
.lule Y. 

122E. Definition of new chug : 

For the put pose ol this part, new drug shall mean 
and in dime 

(a) A new substance ol chemical, biologic a 1 
or biotechnological origin; in bulk or pic- 
pared, dosage form; used lor pievcut'oi' 
diagnosis, or treatment of disease m man 
or animal; which, except during final d, 
ideal, trials, has not been used in the count- 
ty to any significant extent ; and which, 
except during local clinical tiiaU. has 
n»t been recognised in Lhe tounlrv as 
effective ami safe lot the proposed claims. 

(b) A drug already approved by the licensing 
authority mentioned in tulc 21 fen certain 
claims, which is now proposed to be 
marketed w'th modified or new claims, 

namely, indications, dosage, dosage form 
(including sustained release dosage I'm in) 
and route of administration. 

(c.) A fixed dose combination of two or more 
chugs, individually approved earlier for cer¬ 
tain claims, which are now proposed to be 
combined for the first time in a fixed 
ratio, or if the ratio of ingredients in an 
already marketed combination is propos¬ 
ed to be changed, with certain claims, vi/ 
indications, dosage, dosage form 'includ¬ 
ing sustained release dosage form) and 
route ol administration. (See item (b) an<. 
{() oi Appendix IV to Schedule Y). 

Explanation For the purpose of this rule — 

(i) ail vaccines shall be rtew drugs unless cer- 
tified otherwise by the licensing author i y 
under rule 21 ; 

(i i) a new drug shall continue to be considered 
as new drug for a period ol lour years 
from the date of its first approval or its 
inclusion in the Indian Pharmacopoeia 
whichever is earlier, 

t, After Schedule X ot the said rules, the follow- 
; ng Schedule shall he inserted, namely 

“SCHEDULE—Y 

REQUIREMENT AND GUIDELINES ON CLINI¬ 
CAL TRIALS FOR IMPORT AND M ANUFAC¬ 
TURE OF NEW DRUG 

1. Clinical Trials 

1,1 ;Nature of trials :™The clinical trials v e<]o>i'ed 
to be carried out in the country before a new drug 


■s approved tor marketing depend on the status 
oi the drug in other countries. 11 tlie drug is al¬ 
ready appruvedjmarketcd, phase ill trials as ns 
cjHired under item 7 of Appendix I usually are »e- 
umred. 11 the drug is not approved [marketed, 
'rials ale generally allowed to be initiated at one 
uhase earlier to the phase of trials in other 
countries. 

For new drug substances discovered in other 
countries phase I trials are not usually allowed Lo 
he initiated in Tndia unless phase ) data as required 
■older item 5 of the said Appendix from other 
countries are available- Howevet, such trials 
may be permitted even in the absence of phase I 
■lata from other countries if tile drug is of special 
relevance to tlie health problem of India. 

For new drug substances discovered in India, 

< liniral trials are required to be carried out in 
'ndia right from phase 1 as required under 
Hem 5 of the said Appendix through phase Ilf as 
required under item 7 of the said Appendix, per- 
mission to carry out these trials is generally 
given in stages, considering the data emerging 
Uom cat her phase, 

1.2 Permission for trials Permission to initiate 
• liniral trials with a new drug may be obtained 
by applying in Form 12 for a test licence (TL) to 
fiuport or manufacture the drug under the Rules 
Data appropriate tor the various phases of clinical 
trials to be earned out should accompany the 
implication as per format given in Appendix 1 
'item 1-4). In addition, the protocol for proposed 
•rials, case teport forms to be used, and the 
names oi investigators and institutions should 
also be submitted for approval. The investigators 
selected should possess appropriate qualifications 
and experience and should have such investig ifional 
facilities as are gentians to the proposed tirals 
protocol. 

Permission to cany out clinical trials with a 
new drug is issued along with a test liven'e in 
Form 1J. 

It is desirable that ptotocols for clinical trials 
be reviewed and approved by the institution's ethi¬ 
cal committee. Since such committees at present 
do not exist in all institutions the approval grant¬ 
ed to a protocol by the ethical committee of one 
institution will be applicable to the use of that 
piotorol in oiiic-i institution which do not have 
an ethical committee. In rase none of the trial 
centres;institutions has an ethical committees the 
acceptance of the pcotocol bv the investigator and 
its approval bv the Drugs Controller (India) or 
any officer as authorised bv him to do so will he 
adequate lo initiate the trials. 

For new drugs having potential fin use in chil¬ 
dren, permission for clinical trials in the paediatric 
age group is mnmally given after phase Iff trials 
as required under item 7 ot the said Appendix in 
adults are completed. However, if the drug is ol 
value primarily in a disease of children, entlv 
trials in the paediatric age gtoup may he allowed. 
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1.3 Responsibilities ol Sponsor] Investigatm : — 
Sponsors ;nc required to submit to the licensing 
authority us given under rule 21 an annual status 
report on each clinical trials, namely, ongoing, 
completed, or terminated. In case a trial is ter¬ 
minated, reason for tbis should be staled. Any un¬ 
usual, unexpected, or serious adverse drug rela¬ 
tion (ADR) detected during a trial should be 
promptly communicated by the sponsor ro the lit cas¬ 
ing authority under rule 21 and the othet investi- 
gatois. 

In all trials an inloimed, written consent re¬ 
quired to be obtained from each voJunteerjpatieni 
in the prescribed Forms (See Appendix V) width 
must be signed bv the pauent|volunieei and the 
chief investigator. 

2. Chemical and pharmaceutical information. 

Most of the data under this heading (see Ap¬ 
pendix I, item 2) are required with the application 
lor marketing permission. When the application is 
for clinical trials only, information coveted in 
item 2.1 to 2.3 of Appendix I will usually sulfite, 

3. .Animal Toxicology. 

3.1 Atutj 'Toxicology Acute toxicity Judies 
(See Appendix I item 4..2) should be carried or.i 
in at least two species usually mice and rats 
using the same route as intended for humans. 
In addition, at least one more route should be 
used to ensure systemic absorption .of the drug : 
this route may depend on the nature ol the drug. 
Mortality should be looked for upto 72 hours 
after parenteral administration and upto 7 da',s alter 
oral administration. Symptoms, signs and mode of 
death should he reported, with appropriate 
macroscopic and microscopic findings where neces¬ 
sary, LD 50s should he reported preferably with 
95 percent confidence limits, if I.D 50s cannot be 
determined, reasons for this should be stated. 

3.2 Long term toxicity Long term toxicitv (see 
Appendix 1, item -1.3) should be carried out in at 
least two mammalian species, of which one should 
be a non-rodent. The duration of study will depend 
on whether the application is tor marketing per¬ 
mission or for clinical Lrial, and in the lattci case, 
on the phase of trials (see Appendix III) . If a spe¬ 
cies is known to metabolize the drug in the same 
way as humans, it should be preferred. 

In long term toxicity studies the drug should he 
administered 7 clays a week by the route intended 
lor clinic al use in lmnians. The number of animals 
required lot these studies, i.e. the minimum num¬ 
ber on which data should lie available, is riiown 
in Appendix IV, 

A control gioup of animals given the vehicle al ine 
should alwavs he included, and three other 
groups should be gi\en graded doses of the thug; 
the highest dose should pioduee observable tuxi- 
ciiv, the lowest dose should not cause observable 
toxicin. bur should be computable to ilie intended 
therapeutic dose in humans or a multiple ol ib 


e.g. 2,5 to make allowance for the sensitivity of 
the species; the intermediate dose should cause 
some symptoms, but not gross toxicity or death, 
and may be placed logarithmically between die 
other two doses. 

The variables to be monitored and recorded in 
long-term toxicity studies should include behaviou¬ 
ral, physiological, biochemical, and microscopic ob¬ 
servations, 

3.3 Reproduction studies Reprodu, don studies 
(see Appendix I, item 4.4) need to be rained out 
only if die new drug is proposed to be studied m 
used i*t women of child bearing age. 1 wo species 
should generally be used, one of them being a non 
rodent if possible. 

(a) Fertility studies The chug should be ud- 
ininisLeted to both males and females, 
beginning a sufficient number of days 
before mating, In females the medication 
should be continued after mating and the 
picgnani one should be treated through¬ 
out pregnancy. The highest dose used 
should not affect general health or growth 
of the animals. 'The route of administra¬ 
tion should be the same as lor therapeu¬ 
tic use in humans. The control md the 
tieated group should be ol similar si/e 
and large enough to give at least 20 
pregnant animals in the control group of 
rodents and at least 8 pregnant animals in 

the control group of non-rodents. Observa¬ 
tions should include total examination of 
the litters Irom both the groups, includ¬ 
ing spontaneous abortions, if any. 

(b) Teratogenicity studies The drugs should 
be administered throughout the period of 
organogenesis, using three dose levels, One 
ol the doses should cause minimum mater¬ 
nal toxic iLy and one should he the pur¬ 
posed dose for clinical use in humans 
or a multiple of it. The route of admi¬ 
nistration should be the same as for 
human therapeutic use. The rontml and 
the treated groups should consist of at 
least 20 pregnant females in case of non- 

rodents, on each dose used. Observations 
should im hide the number of implanta¬ 
tion sites ; resorptions if any ; and the num¬ 
ber of foetuses with their sexes, weights 
and malformations, if any. 

(c) Perinatal studies The drug should be 
administered throughout the last (hiid of 
pregnancy and then thiough lactation to 
weaning. 'The control ol each treated 
group should have at least 12 pregnant 
females and the dose which causes low 
foetal loss should be continued through¬ 
out lactation weaning. Animals should be 
sacrificed and observations should include 
macroscopic, autopsv and where necessary, 
histopaihology. 
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3.4 Local toxicity -.—These studies (see Appends 
1. item 4.5) are required when the new drug is 
proposed to he used topically in humans. The 
drug should be applied to an appropriate site lo 
determine local eifects in a suitable spei ies such 
as guinea-pigs or rabbits, if the di ug is absorbed 
from the site of applications, appropriate systenih 
toxicity studies will be required. 

3.5 Mutagenicity and Carcinogenicity 'These 

studies (see Appendix ], item 4.G) are required to 
be carried out if the drug or its metabolite is 
related to a known carcinogen or when the 
nature and action of the drug is such as to 
suggest a nnitugenic|cardnogenic potential. For car¬ 
cinogenicity studies, at least two species should 
be used. These species should not nave a high 
incidence of spontaneous tumors and should pre¬ 
ferably he known to metabolize the drug in the 
same manner as humans. At least three dose 
levels should he used; the highest dose should 
be sublethal but cause observable toxicitv; the lowest 
dose should be comparable to the intended human 
therapeutic dose or a multiple of it, e.g. 2.5 X; to 
make intermediate dose to be placed log inihmically 
between the other two doses, A control group should 
always be included. The drug should be adminis¬ 
tered 7 days a week or a fraction of the life span 
comparable to the fraction of human life span 
over which tire drug is likely to be used therapeu¬ 
tically. Observations should include macroscopic 
changes observed at autopsy and detailed histo- 
pathology. 

4, Animal pharmacology. 

Specific pharmacological actions (see Appendix 
1, item 3.2) are those with therapeutic-potential 
for humans. These should be described m coming 
to die animal models and species used. Wherever 
possible, dose-response relationships and ED 50s 
should be given. Special studies to elucidate mode 
of action may also be described. 

General pharmacological action (see Appendix I. 
item 3.3) are effects on other organs and system- 
especially cardiovascular, respiratory and central 
nervous systems. 

Pharmacokinetic data help relate drug elicit to 
plasma concentration and should be given to the 
extent available. 


5. 


Human]Clinical Pharmacology (Phase 1). 


The objective of phase I of trials ( see Appendix 
I, item 5) is to determine the maximum tolerated 
dose in humans; pharmacodynamic effects; adverse 
reactions, if any, with their nature and intensity; 
ami pharmacokinetic behaviour the urup; as ai 
as possible. These studies are carried out in healthy 
adult males, using clinical, physiological and biodm- 
mical observations. At Isasl 2 subjects shosuld b< 
used on each dose. 


Phase I trials ate usually 
restimators trained in clinical 
having die necessaiy l.icilities 


c .lined oui In m- 
pharmacologv and 
to closely ob-eim 


and monitor the subject*. These may be carried out 

at one or iwo centres. 

ti. Exploratory ti i.ds (Phase II). 

In phase II trial (see Appendix 1, item (3) a limit¬ 
ed number of patients are studied carefully to 
determine possible therapeutic uses, effective dose 
range and further evaluation of safety and phai- 
macokinetits. Normally 10-12 patients should be 
studied at each dose level. These studies are 
usually limited to 3-4 centres and are caviied out 
by clinicians specialized in the Concerned thraocu- 
tic areas and having adequate facilities to perform 
the necessary investigations for efficacy and safety. 

7. Confnnuitory trials (Phase III) - 

The purpose of these trials (see Appendix 1, 
item 7) is to obtain sufficient evidence about the 
eliieacy and safety of Lhe drug in a larger number 
of patients, generally in comparison wuh a stan¬ 
dard drug and or a placebo as appropriate, These 
trials may be carried out by clinicians in lhe 
concerned therapeutic areas, having labilities ap¬ 
propriate to the protocol. U the drug is already 
approvecl|markcted in other countries, phase III 
data should generally be obtained on at hast 100 
patients distributed over 3-4 centres primarily to 
confirm the efficacy and safety of the drug in 
Indian patients when used as recommended in the 
product monograjjh tor the calims made. 

If the drug is a new drug substance discovered 
in India, ancl not marketed in any other country, 
phase Iff data should be obtained on at least 500 
patients distributed over 10-15 centres. In addition, 
data on adverse drug reactions observed during 
clinical use off the! drug should he collected in 
1000-2000 patients ; such data may be collected 
through clinicians who give written consent to 
use the drug as recommended and to provide a 
ifport on its efficacy and adverse drug reactions 
in the treated patients. The selection of clinicians 
lor such monitoring and supply of drug to them 
will need approval of the licensing authority unite) 
rule 21 • 


8. Special studies, 

(A) These include studies on solid oral dosage 
I onus, such as, bioavailability and disolution stu¬ 
dies. These are required , to be submitted on the 
lormulations manufactured in the count! y. (Sec 
Appendix I, items 8.1 and 8.2). 

(B) These include studies to explore additio¬ 
nal aspects of the drug, e.g. use in elderly patients 
or patients with renal failure, secondary or ancil¬ 
lary effects, interactions, etc. (See Appendix J, 
items 8,1 and 8.2). 


9. Submission of Reports (Appendix II). 


The rcnuil-. 
submitted by 
investigate)! v. 


of lomnfeted clinical trials shall be 
line applicant duly signed by die 
ithin a stimulated period of time, lhe 
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applicant should d-d so even if he is no longer in¬ 
terested to market the drug in die round v unless 
dierc are sufficient reasons for not doing so. 

10 .. Regulatory status in other countries. 

It is important to state d any restrictions have 
been placed on the use of the drug in any uthet 
country, e g. dosage limits, exclusion of certain age 
groups, warnings about adverse drug lenrtion, 
etc. (See Appendix I, item 9.2). 

Likewise, if the drug has been withdrawn (torn 
any country specially by a regulatory directive, such 
information should be furnished alongwith reasons 
and their relevance, if any, to India [See Appendix 
T, item 9.1 (d)]. 

11. Marketing information. 

The product monograph should comprise the 
full prescribing information necessary 'to enable a 
physician to use the drug properly. It should 
include description, actions, indications, dosage pre¬ 
caution,' drug interactions, warnings and adverse 
reactions. 

The drafts of label and carton texts should 
comply with provisions of rules 99 and 97 of the 
said rules. 

APPENDIX 1 

Data, required to be submitted with application lot 
permission to market a New Drug 

]. INTRODUCTION 

A brief description of the drug and the therapeu¬ 
tic class top which it belongs. 

2 CHEMICAL AND PHARMACEUTICAL IN¬ 
FORMATION 

2.1 Chemical name ; code name or number, if 
any; non-proprietary or generic name, if any: smu - 
lure; physiornemical proportion. 

2.2 Dosage form and its composition. 

2.3 Specifications of active and inactive ingre¬ 
dients. 

2.4 Tests for identification of the active ingre¬ 
dient and method of its assay. 

2.5 Outline of the method of manufacture of the 
active ingredient. 

2.6 Stability data. 

3, ANIMAL PHARMACOLOGY 

3.1 Summary. 

3.2 Specific pharmacological actions. 

3.3 General pharmacological actions. 


3.4 Pharmacokinetics: absorption: distribution; 
metabolism; excretion. 

1. ANIMAL TOXICOLOGY (See Appendix IV S. 

V) ■ 

1.1 Suinmaiy. 

4.2 Acute Toxicity. 

4.3 Long Term Toxicity, 

4.4 Reproduction Studies. 

1.5 Local Toxicity. 

4.6 Mutagenicity and Carrinogenicitv 

5. HUMANICLINICAL PHARMACOLOGY 
(PHASE I). 

5.1 Summary. 

5.2 Specific Pharmacological elfects. 

5.3 General Pharmacological effects, 

5.4 Pharmacokinetics; absorption; distribution; 

metabolism; excretion. 

6. EXPLORATORY CLINICAL TRIALS (PHASE 
II). 

6.1 Summary. 

6.2 Invcstigatorwise reports. 

7 . CONFIRMATORY CLINICAL TRIALS 

(PHASE III). 

7.1 Summary. 

7.2 Investigatorwise reports. 

8. SPECIAL STUDIES 

8.1 Summary. 

8.2 Bioavailability and Dissolution studies 

8.3 Invest igatorwise reports. 

9. REGULATORY STATUS IN OTHER. COUN¬ 
TRIES. 

9.1 Countries where — 

(a) Marketed, 

(h) Approved. 

(c) Under trial, with phase. 

(d) Withdrawn, if any, with reasons. 

9.2 Restrictions on use, it' any, in countries where 
marketed|approved. 

9.3 Free sale certificate horn country of origin. 
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10. MARKETIN'' INFORMATION. 

10.1 Proposed product monograph. 

10.2 Drafts of labels and cartons. 

10.3 vSample of pure drug substance, with testing 
protocol. 

Note (1) All items may not be applicable to all 
drugs, for explanation, see text of 
Schedule Y. 

(2) For requirements of data to be sun- 
milted with application for clinical 
trials sec text of Schedule V, Section T 
and also Appendices II and HI. 

APPENDIX II 

Format for submission of Clinical Trial Reports 

— Title of the trial, 

— Name of investigator and institution. 

— Objectives of the trial. 

— Design of study ; Open, single-blind or 
double blind; non-comparative or compara¬ 
tive; parellel group or crossover. 


— Number of patients'- with rritrrir for-nder- 
tion and exclusion; whether written, in¬ 
formed consent, was obtained. 

— Tieatmcnts given—drugs and dosage forms; 
dosage regimens; method of allocation' of 
jatients to the treatments; method of veri- 
ying compliance, if any. 

— Observations made before, during and at the 
end of treatment, for efficacy and salcti, 
with methods used. 

— Results : exclusions and dropouts, if any, 
with reasons; description of patients with 
initial comparability of groups where ap¬ 
propriate ; clinical and laboratory observ¬ 
ations on efficacy and safety; adverse drug 
reactions. 

- Discussion of results : relevance to objec¬ 
tives, corelation with odier report,yduta, ii 
any; guidance for further study, if neces¬ 
sary. 

— Summary and conclusion- 


APPENDIX m 

Animal toxicity requirements for clinical trials and marketing of a New Drug 


Route of administration 


1 


Duration of Human 
administration 


one day 

Oral o ' Pirent c ral or Transdermal Upto 2 wk 


Upto 3 wk 


Over 3 mo 


[,ihr!atio"i(general anaesthetics) 


Phase 

Lon* term toxicity 
requirements 

3 

4 

t-in mp 

2 sp; 2 wk 

i, rr 

2 sp; Upto 4 wk 

mMP 

2 sp; Uplo 3 mo 

r, rr 

2 sin 4 wk 

m 

2 sp; 3 mo 

MP 

2 sp; UptoE mo 

i, ii 

2 sp; 3 mo 

in: mp 

2 sp; 6 mo 

i: rrr mp 

4 sp; 5 d(3h/d) 

1 : II 

1-2 sp; 3h/exp. 

TIT 

1-2 sp; Upto 6 wk (2 exp d) 

MP 

1-2 sp; 24 wk 
( 2 exp Id) 


Acrosole 


Repeated or Chronic use 
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Dermal 


Shirt terra or Long term 1 : IJ 1 sp; single 24th exp; than 2 

application 

wk observation 


in : MP 1 sp; number and duration of 

applications commensurate 
with duration of use. 


Omlar or Otic or Nual 


Vaginal or Rectal 


1:11 Irrigation test; graded doses 


Single or Multiple applications III 1 sp; 3 wk; dally applications 

as in clinical use. 


MP 1 sp; number and or duration 

of application commensurate 
with duration of use. 


Single or multiple application I: n 

III : MP 


1 sp; number and duration of 
applications commensurate 
with duration of use- 


Abbreviations: sp— spjetes; wk—week; d— day; h —hour; mo—month; MP—Marketing Permission, op—exposure- 
I, II, Ilf—Phncs of clinical trial (see Appendix III, item No. 5-8). 

Nate ;— (l) A limil to deity data available from othefc ountriesare acceptable and do not need to be repeated/duplicated 

in India. 

(2) Requirements for fixed dose combinations are given in Appendix V'f. 


APPENDIX—IV 

Numbc r of animals for long term Toxicity Studies 



2—6 Weeks 






7—^26 Weeks 

Group 

Rodents (rats) 

Non-Rodents (dog;) 

Rodents (Rats) 

Non-rodents (dogs) 


M 

F 


M F 

M 

F 


M F 

Control 

6—10 

6-10 

2—3 

2—3 

15—30 

15—30 

4-6 

4—6 

' Low dose 

6—10 

6—10 

2—3 

2—3 

15—30 

15—30 

4-6 

4-6 

Intermediate dose 

6—10 

6—10 

2—3 

2—3 

15—30 

15—30 

4-6 

4-6 

High dose 

6—10 

6—10 

2—3 

2—3 

15—30 

15—30 

4-6 

4—6 


APPENDIX V 

Patient consent form for participation in a 
Plaaie i Clinical Trial 

This clinical trial - involves the study of a new 

.agent - ; .. in volunteers] 

patients suffering! front... 

The drug which will be administered to volun- 
tcers|patients has been found to be saEe iu animal 
toxicity tests and other experimental data. The 
volunteers|patients will -be required to undergo, if 
necessary, all routine examinations including taking 
of X-ray, ECG, EEG etc. at intervals. The volun¬ 
teers! patients may be asked to collect stool and 
urine, and there may be need to draw blood or any 
other body fluid on several occasions to test the 
effects of concentrations of the drug. The volun¬ 
teers patients are free to withdraw from the trial 
at any stage. 

2385 Gl/88- 3 


Authorisation 

I have readjbeen briefed on the above project 
summary and I voluntarily agree to participate in 
the project. I understand that participation in this 
study may or may not benefit me. Its general pur¬ 
pose, potential benefits, possible hazards, arid incon¬ 
veniences have been . explained to my sarsEaction, 
I hereby , give my consent for this treatment. 

Name of the voIunteer[patient 
Signature or thumb|impression 
of the volunteer|patient , 


Signature of Chief Investigator 


Date : 
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Patient consent form for participation in Phase II 
and Phase III Clinical Trial 

1. exercising my free 

power of choice, hereby give my consent to be in¬ 
cluded as a subject in tne clinical trial of a new 

drug, namely.for the treatment 

of.. I understand that I may be 

treated with this drug for the diseases. 1 am suffer¬ 
ing from.I have been informed 

to my satisfaction, by the attending physician the 
purpose ofithe clinical trial and the nature of 
drug treatment and follow up including the labora¬ 
tory investigation to monitor and safeguard my 
body functions, 

I am also aware of my right to opt out of the trial 
at any time during the cause of the trial without 
having to give the reasons for doing so 

Signature of the attending 
physician 

Date : 

Signature of patient 
Date : 

APPENDIX VI 

Fixed dose Combinations (FDC) fall into four 
groups and their data requirements accordingly. 

[a) The-first group of FDC includes those in 
which one or more of the active ingre¬ 
dients is a new drug. Such FDC are treat¬ 
ed in, the same w'ay as any other new 
drug, both for clinical trials and for mar¬ 
keting permission {see rule 122E, item (a)). 

(b) The second group of FDC includes those 
1 in which active ingredients 1 already approv¬ 
ed) marketed individually are combined for 
the first time,, for a particular claim and 
where the ingredients arc likely to have sig¬ 
nificant interaction of a pharmacodynamic 
of pharmwtokirtetic nature (see rule 122E, 
Item' ’(c) ) ;For< permission to carry out : cli¬ 
nical trials • ^ith wteh'TPDC, a summary 
Of available pharmacological, toxicological 
and clinical data orith® Individual fitgre- 
dients Should' be-submitted; alongwith the 
* rationale for combining *4heras in the pro¬ 
posed ratio. In addition, acute toxicity 
data (LD ■t'Wtynalwi'! 1 pb^smasoloKicai data 
should be submitted on the individual in¬ 
gredients as well as^thwir combtfiarion in 
the proposed ratio. If clinical trials have 
Ocen carried out i #kh“ the !T( WJC} in other 
countries, reports of such trials should be 
submitted. If the FDC is marketed abroad, 
the regulatory status in other countries 
should be stated. (See Appendix I, item 9). 

For marketing permission^ tne reports of clini¬ 
cal trials carreid out with the FDC in 
India should be submitted. The nature 


of trials depending on the. claims to be made 
and the data already available. 

(c) The third group of FDC includes those 
which are already marketed, but in which 
it is proposed either to change the ratio 
of active ingredients or to make a new 
therapeutic claim. 

For such FDC, the appropriate rationale 
should be submitted to ohtain a permission 
for clinical trials, and the reports of trials 
should be submitted to obtain a marketing 
permission. The nature of trials will 
depend on the claims to be made and the 
data already available. 

(d) The fourth group of FDC includes those 
whose individual active ingredients have 
been widely used in particular indication 
for years, their concomitent use is often ne¬ 
cessary and no claim is proposed to be made 
other than convenience, and a stable ar- 
ceptabl# dosage form and the ingredients 
are unlikely to have significant interaction 
of a pharmacodynamic or pharmacokinetic 
nature. 

No additional animal or human (lata are generally 
required for these FDC, and marketing permission 
may be granted if the FDC has an acceptable ra¬ 
tionale.” 

[No. X-1101111 |87-DMS8cPFA] 
J. VASU DEVAN, Jt. Secy. 

Note ‘.—The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-79 is contained in the 
ublication of the Ministry of Health and 
amily Welfare (Department of Health) con¬ 
taining the Drugs and Cosmetics Act and 
tb« Rules (PDGHS-61). Subsequently , the 
said rules have been amended by the follow¬ 
ing notification published in Part Tic Section 
3 ( 1 ) of the Gazette of India, namely 

I. GSR 1241 dated 6-10*1979. 

2i GSR, m2 ,-dated 6-10*1979. 

3. GSR 1243 dated 6-W979. 

4. GSR! |£81- dated 12*104979. 

.5. GSR 430 dated 19-44980, 

6. GSR 779 dated 26-7-1980. 

7. GSR 540 (E) dated 22-94980. 

8. GSR 680(E) dated, 5-l 2-1989- 

9. GSR 68T(£) dated* 5424980. 

10, GSR 682 (E) dated 5424980. 

II. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-84981. 

13. GSR 62(E) dated 15-2-1982. 

14. GSR 462(E) dated 22-6-1982. 
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15. GSR 510 (E) dated 22-7-1982. 

16. GSR 13(E) dated 7-1-1983, 

17. GSR 318 (E) dated 1-5-1984, 

18. GSR 331 (E) dated 8-5-1984. 

19. GSR 460(E) dated 2-6-1984. 

20. GSR 487(E) dated 2-7-1984. 

21. GSR 89(E) dated 16-2-1985. 

22. GSR 788(E) dated 10-10-1985. 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E) dated 30-9-1986 
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27. GSR 71 (E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987. 

29. GSR 626(E) dated 2-7-1987. 

30. GSR 792 (E) dated 17-9-1987. 

31. GSR 371(E) dated 24-3-1988. 

32. GSR 675 (E) dated 2-6-88- 

33. GSR 677 (E) dated 2-6-88 

34. GSR 676(E) dated 2-6-88. 

35. GSR 681 (E) dated 6-6-88. 

36. GSR 735 (E) dated 24-6-88. 

37. GSR 813 (E) dated 27-7-88. 

38. GSR 854(E) dated 12-8-88 (Corrigendum). 
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